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I. Company: Medtronic Sofamor Danek
1800 Pyramid Place
Memphis, TN 38132
(901) 396-3133

IL Proprietary Trade Name: HOURGLASS TM Vertebral Body Spacer

III. Product Description

The HOURGLASS T" device is a PEEK spacer, which inserts between vertebral bodies in the

anterior thoracic and lumbar spine. The device is intended for vertebral body replacement to aid in

the surgical correction and stabilization of the spine. The construct is not intended to be employed

as a stand-alone device. The HOURGLASSTM device is fabricated and manufactured from

Polyetheretherketone (PEEK OPTIMA LT) as described by ASTM F-2026. The Tantalum markers

used for this product are made to the voluntary standard of ASTM F-560.

The HOURGLASSTM device must be used with additional anterior and/or posterior spinal

instrumentation to augment stability

IV. Indications

The HOURGLASSTM Vertebral Body Spacer is intended for vertebral body replacement to aid in

surgical correction and stabilization of the spine. The device is indicated for use in the thoracolumbar

spine (TI-L5) to replace and restore height of a resected vertebral body or portion thereof, excised

for the treatment of tumor or trauma (i.e., fracture). The HOURGLASSTM device is to be used with

supplemental fixation. Specifically, the HOURGLASSTM device is to be used with the Medtronic

Sofamor Danek ZPLATE-II® Anterior Fixation System, DYNALOKTM CLASSIC Spinal System,

VANTAGE TM Anterior Fixation System, TSRH® Spinal System, CD HORIZON® Spinal System,

the GDLH® Spinal System or their successors. Additionally, the HOURGLASS TM device is

intended to be used with bone graft.

V. Substantial Equivalence

Documentation was provided which demonstrates the HOURGLASSTM Vertebral Body Spacer to

be substantially equivalent to the previously cleared VERTE-STACK TM Spinal System (K030736

and K031780) and the ZPLATE-11® Anterior Fixation System in terms of its size, indications for

use and use with supplemental fixation.
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